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5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 1-10.12.14-23 and 30-32 is/are rejected. 

7) 0 Claim(s) is/are objected to. 
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DETAILED ACTION 

This Office Action is in response to the Amendment filed August 14, 2008. All 
previous rejections have been withdrawn unless stated below. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

NOTE: Applicant asserts based on the previous rejection, the Examiner has clearly and 
minimally withdrawn the election of species requirement mailed September 25, 2006, to 
at least the extent that the claims read on treating gastric ulcers. In response, the 
Examiner confirms this assertion. Prosecution has been extended to the species of 
Gastric Ulcers. 

Claims 

Claim Rejections - 35 USC § 112 - Indefiniteness (New Rejection) 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 10 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 10 recites the limitation "wherein at least one of said 
one or more additional amino acids is selected from the group consisting of arginine, 
glutamic acid and aspartic" in the claim. There is insufficient antecedent basis for this 
limitation in the claim. 
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Claim Rejections - 35 USC § 103 - Obviousness (New Rejection) 

1) Claims 1-4, 6-10, 12, 14-23 and 30-32 are rejected under 35 U.S.C. 103(a) as 
being unpatentable overTakagi et al. (US 3,988,466). 

Takagi et al. disclose compositions to treat gastric lesions induced by anti- 
inflammatory agents comprising at least one amino acid. The amino acids include L- 
lysine, L-arginine, L-glutamic acid and their pharmaceutically acceptable salts (col. 1, 
lines 53-59). The compositions comprise at least 1 g of amino acid (col. 1 , line 65-68), 
which encompasses claims 16-19 (this is based on the average weight of a person 
being 75 kg). The amino acids are prepared in a dosage form such as a compressed 
tablet. Additional ingredients include starch, gelatine, magnesium stearate and sugar 
(col. 2, lines 27-38), encompassing claims 22 and 23. The reference differs from the 
instant claims insofar as it does not disclose the gastric ulcers are stress induced or that 
lysine is used in combination with glutamic acid. 

Generally, it is prima facie obvious to select a known material for incorporation 
into a composition, based on its recognized suitability for its intended use. See MPEP 
2144.07. 

Although the reference does not disclose the ulcers are stress induced, it would 
have been obvious to use the compositions comprising lysine to treat stress induced 
ulcers motivated by the desire to treat the ulcer with a composition disclosed by the art 
that treats gastric ulcers. 

In regards to lysine and glutamic acid being in combination, the reference recites 
"at least one amino acid". It may be concluded that a combination of amino acids may 
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be used in the compositions. Therefore it would have been obvious to use a 
combination of lysine and glutamic acid or a combination of lysine, glutamic acid and 
arginine in the compositions of the reference because the reference discloses using 
combinations of amino acids. 



2) Claims 1-4, 6-10, 12, 15-23 and 30-32 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Niebes et al. (US 4,507,314) in view of Takagi et al. (US 
3,988,466). 

Niebes et al. disclose a composition for treating stress induced ulcers comprising 
L-lysine. The ulcers include gastric ulcers. The compositions may also include L- 
arginine and L-ornithine. Although the lysine is used mainly as a reaction product with 
catechin, it is also added alone in injectable compositions (see col. 6, lines 15-20). The 
reference differs from the instant claims insofar as it does not disclose that the 
compositions comprise glutamic acid. 

The secondary reference, Takagi et al., is disclosed above. The reference differs 
from the instant claims insofar as it does not disclose the gastric ulcers are stress 
induced. 

Generally, it is prima facie obvious to combine two compositions, each of which 
is taught by the prior art to be useful for same purpose, in order to form a third 
composition to be used for the very same purpose. The idea for combining them flows 
logically from their having been individually taught in the prior art. See MPEP 2144.06. 
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It would have been obvious to one of ordinary skill in the art to have added 
glutamic acid and arginine to the compositions of the primary reference motivated by 
the desire to use components that have been disclosed in the art as being effective in 
blocking the progress of gastric ulcers. 



3) Claims 1-10, 12, 14-23 and 30-32 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Krnjevic (US 4,405,610) in view of Takagi et al. (US 3,988,466). 

Krnjevic disclose compositions for treating conditions such as gastric ulcers with 
compositions comprising lysine orotate (col. 1, lines 19-26). The drug was given to 
patients in a dose of 25 mg a day and was usually administered in tea or undiluted milk. 
When in liquid form, 1 .5 ml of composition with a concentration of 3 mg/ml (0.3%) is 
administered per 0.25 kg of body weight (18 mg per kg per body) (see claim 1). The 
reference differs from the instant claims insofar as it does not disclose the gastric ulcers 
are stress induced. 

The secondary reference, Takagi et al., is disclosed above. The reference differs 
from the instant claims insofar as it does not disclose the ulcers are stress induced. 

Generally, it is prima facie obvious to combine two compositions, each of which 
is taught by the prior art to be useful for same purpose, in order to form a third 
composition to be used for the very same purpose. The idea for combining them flows 
logically from their having been individually taught in the prior art. See MPEP 2144.06. 



Application/Control Number: 10/667,783 Page 6 

Art Unit: 1612 

It would have been obvious to one of ordinary skill in the art to have added 
glutamic acid and arginine to the compositions of the primary reference motivated by 
the desire to use components that have been disclosed in the art as being effective in 
blocking the progress gastric ulcers. 

Claims 1-10, 12, 14-23 and 30-32 are rejected. 
Claims 24-26 and 28-29 are withdrawn. 
No claims allowed. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LEZAH W. ROBERTS whose telephone number is 
(571 )272-1 071 . The examiner can normally be reached on 8:30 - 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick F. Krass can be reached on 571-272-0580. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Lezah W Roberts/ 
Examiner, Art Unit 1612 
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